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Hrub6 vdha
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HrubS v5ha

Hrub6 vSha

Hrub5 vSha

GRoss wEtcHr kg 76,0

cRoss wErGHr kg77 ,1

GRoss wErcHr kg 78,0

cRoss wEtGHr kg77 ,6
onoss weronr kg

oRoss wercHr kg

IAra renr kg 46,0

Tdra rnne kg 47,1

Tdra rene kg 48,0

Tdra rnne kg 47,6

Tdra rnnr kg

TAra rnne kg

Netto vdha NErwEtGHr k930,0

Netto vdha NErwErcHr k930,0

Netto v6ha NErwEtcHr k930,0
Netto v5ha NErwEtcHr k930,0

Netto vSha uer weroxr kg

Netto vdha rerweroHr kg

Kondicionov6ni
Bez ETO

HEATING

WITHOUT ETO

doba TtMe nouns hod. nours

Limity nlr,rce

od 1:15 do 1:45
Hodnota

1:30
vALUE Limity RANGE Hodnota

Teplota b6hem TEMeERATuRE "C od 45 do 55 49

STERILIZATION CYCLE

Tlak pied vakuem pREvAcuuitpREssuRE

Cas pied vakuem pREvAcuuMnME

VShasmdsi MlxruREwErcHr

Doba piiv5ddni plynu GAs tNLErlirE

Teplota b6hem cyklu cvcr_e rsMpERAruRE

Relativni vlhkost cyclE R.H.

Tlakov! rozdll b6hem cyklu oelre cvcLE pREssuRE

* Koncentrace ETO bez nakl6dkyerocoNcENTRAnoN

Doba expozice plynem cAsExposuREnME

Tlak po vakuu posrvAcuuupREssuRE

Cas po vakuu posr vAcuurvr nME

Podet cykhi po vakuu posrvAcuuMcyclENuMBER

Limity naruoe

kPa od -90 do -70

min. od 15 do 45

kg. od 117,6 do 122,4

min. od 45 do 90

'C od 46 do 54

% R.H. > 50

kPa od 175 do 205

g/mc od 497 do 517

hod noursod 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Sterilizadni cyklus Hodnota vALUE

-80
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120,0

70

49

72

200

507

6:00

-74

28

4
Externi test dozimetrem

Typ rvpe GIL-250

PouZit6 dozimetry

EXTERNAL DOSIMETERS TEST

SarZe BArcH

usED DosrMErERs N' NrA
Datum splatnosti Exp.DArE

Z6v6r: Gyklus dle interni provdrky Nelze pouiit na certifi pro uvoln6ni zboii.

Podpis pracovnika
SIGNATURE OF THE

Schv6lenl STERIS

STERIS APPROVAL

Odpov6dnii osoba

AREA OFFICER

REI.EASED 8Y QT.!AI.!TY
Allce Gechovii

&2,, 02, 0J, 2021

This document certifies thattreatment is in compliance with technicalspecificatlons defined bythe customer. I'his document doesn,t
certify sterilization if sterilization process validation, routine analysis and controls, quality contract drawing up haven,t been performed.

=srERIs Velka Bites (cZ)

S:er Iza: cnla',ch 2221A221

D ocun.t ent



ffi STERIS
Applied Sterilization Technologies

Tunne1 9-H Duration 24Batch 222L022]-
20-02-2021

55

50

45

40

35

30

Track 33

Page 7/7

Temperature / Time graph

Relative humidity / Time graph

100

90

80

70

60

50

40

30

H time scale = 30 minPRE_9-H _33_024 _2221 022 1 .PDF

ffffi[NFCIffiiviIFJ.ii



";ffi=iffi STERIS
Applied Sterilization Technologies

Bat.ch 222]-022]-
Autoclave 0022

20-02-2021

Start 20-02-2021 L7:45
Page 1/1

H time scale = 15 min

End 2L-02-202L 04228
Operator 222

21-02-2021
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c.rc.rNhi5bB
Pressure / Time graph - Pressure during exposure time : min 118 / MAX 120 kpa

\v!\(\OOOO

Relative humidity / Time graph - RH at the end of conditioning:72 o/o, RH during exposure time : min 73 %

air recirculator working

Temperature / Time graph - Temperature during exposure time : min 4g,B / MAX 50,5 "c

sTERrs treatment verification is based on reading of parameters from graphs lines

Gas pre-heater min temperature during gas inlet period-g,3 "C AUr _0 0 2 2 _222 1 0 22 1 .P D F
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STERIS
Laboratories

STERIS AST CZ s.r.o.

Registered office: Pr0myslove z6na Kosikov 80, 59S O1 Velk6 Bitei, Czech republlc

lab_ebstercz@steris.com - www.steris-labs.com

TEXTILNA 23
03401 RUZOMBEROK SLOVENSKA NEPU gI-IXE

4N/LyS/S CERI/FICATE #109-3 _ B\4OO _ 03/01/2021
crslo GERT|FIKATU ANALYZY1093 - Bt4oo - o1to3t2o21

Page

Strana I
1/ 1t1

Our Laboratory Reference Register # Bt / 141 - p. 147
Eviden6ni Cislo: Bl I 141 - s.147

!t!tzE!.8!9LOC-!C:A! /NDICATORS -.,SP-ORE STRry - BACILLuS ATROPHAEUS (8. subtitis var Niser) ATCC #gg72
NAZEV: BloloclcKY lNDlKAroR - sPoRESldprHAcii-liiri"AinopHAEus (8. subtitis var Niser) ATcc #sstz
METHOD: ISO 11138.,

METODA: ISO 11138-1
I NTERN 4L P ROCED U RES : LW -LABOO2

VNITRNI PROCEDURA: LW|-LAB0O2
REFERENCE DATA

REFERENENi UDAJE
SAMPLES OESCR/PTION: ZDRAVOTNICKE PROSTREDKY . IN VITRO DIAGNOSTIKA
PoPI S VZoRKU : ZDRAVOf N rc r-E p noSfiiE6KV": I N VITRo DIAGNoSTI KA
REFEFENCE: S7/RTLAB S. R.O.

JMENO ZAKAZNIKA: STIRILAB S.R.O.
WTHDRAWN.A MAOE BY STERIS

ODPOVEDNOST ZA VYBER VZORKIJ: STERIS
RECEIVE.D BY UBORATORY AT 0222/2021
DODANO DO LABORATORE: 2210212021
PRODUCTT ON BATCtl : EILL OF_ DELIVERy ZO21 Oog2S

PRODUKCNI SARZE: BILL OF DELIVERY: 2O21OO125
STERILIZATION BATCH:_ 2?21 0221 dtd o?J21no|1
sTERt LTZACNI SARZE: 22210221 dne 21 tO2t2O21
Bl BATCH: BATR 467

et snnze: BntR +oz
POPUUTION (ufc/stip): 2.5 ' 10^6

POPULACE (cfu / strip): 2.5 * 10^6
D-value (min): 3.1

D - hodnota (min): 3.1

ANALYS/S PARAMETERS

PARAMETRYANALYZY
POSITIVE CONTROLS N.: 1

POCET POZITIVNICH KONTROL: 1
BPLQAICAL INDICATORS N.: 28
POCET B|OLOG|CKYCL ttrrot xAToRU: 28

BI SAMPLES AFTER 7
BI PO SEDMI DNECH

Conclusions

26ru6ry
Ef F-E C T t V E -ST E R t Lt ZAT t O N C Y C LE
UCINNY STERILIZACNI CYKLUS

The certification report concerns only the tested samples; the document can be partially reproduced only upon writter approval by srERls AST cz s.r.o.
certifikat se tykd pouze testovanlich vzorki, dokumenl moze bit kopiroven pouze s pisemnim souhlasem srERls AST cz s.r.o

LABORATORY RESPONS/ALE

ODPOVEDNA OSOBA

RELEASED BY Q[,,AI.ST"V
Alice 6echov6

CIz flJ, 202n
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IBAN : SK 311111000000 102498 0028, SWTFT : UNCRSKBX

CUSTOMER

STIRILAB s.r.o.

Textiln6 23

034 01 Ruiomberok, SK

SHIP TO

STERIS AST CZ s.r.o.

Prtmyslovd z6na Ko5ikov 80

59501 Velk6 BiteS eeskd repubtika

A ffiBii'i,*:il,::.il*'u
STIRILAB S.r.O. a domintque Dutschercompany
Textilnd 23
034 01
Ru2omberok

VAT No. Sl<2021729545

Tel +42t 44 49227 2O Fax+421 44 4A227 1Z
www.stirilab,com, email ekonom@stirilab.com

cusr. No.

CODE

BSC740

ordot

VAT CODE

cz27't59621

DESCRIPTION

Fertility collector

DATE

18.O2.2021

rD NUMBER

20210cF.25

exp 31 122024

/ssuED ay

QTY per BOX

40

MU

40,000

QUAWITY

20,00lotto 20P2001809

BSC740

order

Fertility collector

loto 21 P2002900 exp 31 .01.2025

BSC740

order

Fertility collector

loto 21 P2002901 exp28.O2.2025
40,000

BSV,|20

older

ANSA 10 uL, PP, peel pack 20 pcs,sterile

loto 21p2001000
1 000,000

exp 28.02.2025

BSV120

order

ANSA 10 uL, PP, peel pack 20 pca,sterile

tonto 2ip20O1001
1 000,000 1 000,00

exp28.O2.2025

BSV120

ordor

ANSA 10 uL, PP, peel pack 20 pcs,sterile

totto 21 p2001001
exp28.02.2Q25

1 000,000

BSVl2OO

order

ANSA 10 uL, PP, peel pack 10 pca,sterile

lotto 21p2001 701
1 000,000 48,00

exp 2A.O2,2025

BSVl201

order

ANSA 10 ul , sterile

,ofto 2t p2001S01
exp 28.02.2025

2 r@,000

BSVl205

order

Anse jednorSzov6, 1 0ul

lotto 21 P2001 601

,l 000,000 40,00
exp2a.O2.2O25

BSVl21

orde r

ANSA 1 uL, PP, peet pack 20 pcs,sterite

totto 21P200.1100
I 000,000 760,00

oxp 31.01.2025

BSVl21o

order

Anse single-use, volume , ul

toto 2i p2002700
exp 31 ,01.2025

I 000,000

BSVI 21 1

order

ANSA , uL, PP,pelpack 1 pcs, sterile
lotto 2.1p2002501 exp 28.O2.2025

2 100,000

BSVl215

order

ANSA 1 uL, PP,peel pack S pcs, sterile
tottr 21 p2002600

exp2a.02.2025
I 000,000

'jffi4{A"M

Transport Document
202100925

40,000

96,00

16,00



U.S. FOOD & DRUG
,,nl{lr{lsrt&rt0il

STIRILAB S.f.O. a dominique l)utscherr contt)aily

Textilnd 23
034 01

Ruiomberok

VAT No. SK2021729545

Tel +421 44 43227 20 Fax +421 44 4322t 1'l
www.stirilab.com, email ekonom@stirilab.com

IBAN : SK 311111 000000 102498 0028, SWTFT : UNCRSKBX

Transport Document

CUSIOMER

STIRILAB s.r.o.

Textilnd 23

034 01 Ru2omberok, SK

SH/P IO

STERIS AST CZ s.r.o.

Prtimyslovdr z6na Ko5lkov B0

59501 Velk6 Bite$ eeskd republika

VAf CODE

c22715 21

DATE

18.02.2021

ID NUMBER

202100925

PAGE

2lo 2

CODE DESCRIPT'ON

/SSUEO Afi

Borekovd

QrY per 8OX

rR rvsPoFrsrARroAr€

18.02.2021

OUANTIfY

DR,lY6R'S SIC'VATURE

SHIPPING BY

EXW

TFANSPORT

SALE

DEL'VERY IERM
EXW

ANNOfAIIONS

PA([ET$

1B

aoxEs
360

oRosswEofrrxa NEtTo wErcHr
2 426,83 2 194.06

VOLUME m3

20.r7

NEC'P,E'\'rg S'O,VA IURE

Goodt a6 conRidorod ol cugtomat prc,f,,ily onty altet lult paymonl rcceipl. Any dlaputssDorwodrl lhe €re subloct lo lrrc axcrusr.r€
ludsdlcton ol tha cout c ol Slovek rcpubfic

MU


